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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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earned patent term adjustment See 37 CFR 1.704(b). 
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Responsive to communication(s) filed on 24 September 2007 . 
2a)S This action is FINAL. 2b)Q This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 
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2.D Certified copies of the priority documents have been received in Application No 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

This Office action is in response to the communication filed 9-24-07. 
Claims 1,4, 6-12, 23 and 24 are pending in the instant application. 

Response to Arguments and Amendments 

Withdrawn Rejections 
Any rejections not repeated in this Office action are hereby withdrawn. 

Maintained Rejections 
Claims 4 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention for the reasons of record set forth in the Office action mailed 3- 
19-07. 

The metes and bounds of the polynucleotides claimed cannot be determined 
because the recitation of a polynucleotide comprising from "about 2 to about 1589 of the 
nucleic acid sequence" is indefinite. Appropriate clarification is required. 

Applicant's arguments filed 9-24-07 have been fully considered but they are not 
persuasive. Applicant asserts that the claim has been amended and does not recite the 
ambiguous term "about," but the claim still contains this ambiguous term and therefore 
remains indefinite. Furthermore, it is unclear to what "2 to 1589" of SEQ ID NO. 1 is 
referring (i.e. the word "nucleotides" has been deleted from the amended claim, also 
rendering it indefinite). 
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Claims 1 and 6-12 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement for the reasons of record set forth in the 
Office action mailed 3-19-07. 

Applicant's arguments filed 9-24-07 have been fully considered but they are not 
persuasive. Applicant argues that adequate written description has been provided for 
the claimed invention because the specification clearly identifies a polynucleotide 
encoding SEQ ID NO. 2 as the BRCC-3 gene. Applicant also argues that the 
specification clearly states that the polynucleotide can comprise the complement of a 
polynucleotide that is at least 90% identical to SEQ ID NO. 2 

The claims are drawn to compositions comprising polynucleotides that are at 
least 90% identical to a polynucleotide encoding SEQ ID NO. 2, and polynucleotides 
encoding polypeptides with at least one conservative amino acid substitution of SEQ ID 
NO. 2. 

Contrary to Applicant's assertions, adequate written description has not been 
provided for the broad genus of compositions claimed. The instant specification 
discloses SEQ ID No. 1, encoding SEQ ID NO. 2. The genus of nucleic acids claimed, 
however, encompasses a myriad of structures (e.g. thousands of nucleic acid 
sequences are included among those encoding for "conservative amino acid 
substitutions" of SEQ ID NO. 2, or those encompassed by polynucleotides sharing 90% 
homology with SEQ ID No. 1, or encoding SEQ ID NO. 2) and the specification and 
claims do not adequately teach a representative number of species for the broad genus 
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claimed (e.g. a single species of BRCC-3 does not provide adequate description for the 
broadly claimed species). Furthermore, the generic disclosure in the specification of 
polynucleotides sharing 90% homology (e.g. without adequate representation of the 
large number of species claimed, and without adequate description of the amino acid 
sequences required for protein function) simply does not provide adequate description. 

One of skill in the art would reasonably conclude that the disclosure fails to 
provide a representative number of species, and fails to provide adequate guidance to 
describe the genus claimed. Thus, Applicant was not in possession of the broadly 
claimed genus at the time of filing. 

Claims 4 and 23 are rejected under 35 U.S.C. 102(a) as being anticipated by Ota 
et al for the reasons of record set forth in the Office action mailed 3-19-07. 

Applicant's arguments filed 9-24-07 have been fully considered but they are not 
persuasive. Applicant argues that Ota discloses a truncated sequence and therefore 
does not anticipate the instantly claimed invention. Contrary to Applicant's assertions, 
there is no requirement that the prior art disclose the entire polynucleotide sequence. 
Applicant is arguing about a limitation that does not exist in the instantly claimed 
invention. 

Claim 4 is rejected under 35 U.S.C. 102(b) as being anticipated by Williams et al 
for the reasons of record set forth in the Office action mailed 3-19-07. 
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Applicant's arguments filed 9-24-07 have been fully considered but they are not 
persuasive. Applicant argues that Williams discloses a truncated sequence and 
therefore does not anticipate the instantly claimed invention. Contrary to Applicant's 
assertions, there is no requirement that the prior art disclose the entire polynucleotide 
sequence. Applicant is arguing about a limitation that does not exist in the instantly 
claimed invention. 

Claims 23 and 24 are rejected under 35 U.S.C. 102(a) as being anticipated by or, 
in the alternative, under 35 U.S.C. 103(a) as obvious over Schlegel et al for the reasons 
of record set forth in the Office action mailed 3-19-07. 

Applicant's arguments filed 9-24-07 have been fully considered but they are not 
persuasive. Applicant argues that no reasonable expectation of success would exist in 
the ability of the antisense oligonucleotide to inhibit the expression of the BRCC-3 target 
gene. Applicant also argues that Schlegel teaches the opposite orientation (sense) and 
therefore does not properly anticipate the claimed invention. 

Contrary to Applicant's assertions, Schlegel teaches both the sense and 
antisense orientation of a nucleic acid fragment that aligns with nucleotides encoding 
SEQ ID No. 2 of the instant invention (nucleic acids in the sense orientation that encode 
a fragment of SEQ ID NO. 2, as well as nucleic acids in the antisense orientation that 
are used to inhibit the target gene for gene therapy or for detecting the presence of the 
fragment encoding a portion of SEQ ID No. 2). 
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What's more, "Where, as here, the claimed and prior art products are identical or 
substantially identical, or are produced by identical or substantially identical processes, 
the PTO can require an applicant to prove that the prior art products do not necessarily 
or inherently possess the characteristics of his claimed product... Whether the rejection 
is based on 'inherency' under 35 USC 102, on 'prima facie obviousness' under 35 USC 
103, jointly or alternatively, the burden of proof is the same, and its fairness is 
evidenced b the PTO's inability to manufacture products or to obtain and compare prior 
art products" [footnote omitted]. Therefore, contrary to Applicant's assertions, and 
absent evidence to the contrary, since the oligonucleotide disclosed by Schlegel et al 
meets all of the structural limitations of the instantly claimed invention, it would 
necessarily be presumed to have the functionality claimed, of inhibiting expression of 
BRCC-3. 

Therefore, absent evidence to the contrary, claim 23 is anticipated by or, in the 
alternative, obvious over Schlegel et al. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Certain papers related to this application may be submitted to Art Unit 1635 by 
facsimile transmission. The faxing of such papers must conform with the notices 
published in the Official Gazette, 1156 OG 61 (November 16, 1993) and 1157 OG 94 
(December 28, 1993) (see 37 C.F.R. ' 1 .6(d)). The official fax telephone number for the 
Group is 571-273-8300. NOTE: If Applicant does submit a paper by fax, the original 
signed copy should be retained by applicant or applicant's representative. NO 
DUPLICATE COPIES SHOULD BE SUBMITTED so as to avoid the processing of 
duplicate papers in the Office. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jane Zara whose telephone number is (571) 272-0765. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Douglas Schultz, can be reached on (571) 272-0763. Any inquiry of 
a general nature or relating to the status of this application should be directed to the 
Group receptionist whose telephone number is (703) 308-0196. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
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For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
Jane Zara 



11-15-07 




